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Amendments to the Specification : 

The heretofore unamended specification has now been extensively amended 
primarily by deletions, rearrangement of sentences and clarification of disclosed terms. 
Accordingly, a complete copy of the marked-up specification follows. A clean copy of 
the specification as amended now appears at Tab A. 

B OWEL CLEANSING COMPOS I T I ON 
A METHOD FOR CLEANING THE COLON FOR EXAMINATION 

[00011 The instant application is a continuation-in-part of co-pending U.S. 
patent application Serial No. 10/194,251, filed July 15, 2002. 

BACKGROUND OF THE INVENTION 

f00021 The invention relates to compos i t i ons a method for rapid bowel 
cleansing which are is particularly useful for pr e par i ng removing fecal matter from the 
bowel prior to surgery or a diagnostic proc e dur e s procedure such as a colonoscopi o s 
colonoscopy . 

± FIELD OF THE INVENTION of th o I nv e ntion 

Gastro i ntest i na l ag e nts for regu l ating bow ol mov e m e nt can convoniontly bo 
p l aced into two cat o gori e s: l axatives and bowo l cloansors. Laxat i ves aro formulated for 
long term uso, with the i ntent i on of e li minating const i pat i on and obta i n i ng a regular 
bowo l funct i on. M a ny lax a t i v e s work by st i mulat i ng bow ol motil i ty (per i stals i s) i n various 



364934. 1 /SPSA/1 5345/4006/091 508 



3 



Appl. No. 10/756,269 

Amdt. dated September 15, 2008 

Reply to Office Action of April 14, 2008 



ways, as by d i st e nding th e gut w i th bu l k i ng or osmotic ag e nts, or by dir e ctly stimu l ating 
th e bow el n e rv e s or musc le s w i th st i mul a nt l a xatives. Oth e r la x a t i v e s funct i on as stoo l 
soft e n e rs or lubr i cants. Th e var i ous typ e s of l axativ e s ar e oft e n comb i n e d i n att e mpts to 
max i miz e e ff i c a cy or to r e duc e s i d e e ff e cts of the ag e nts. 

[00031 Bowel cleansers, also called purgatives, cathartics, and lavages, are 
formulated for rapid emptying of the bowel and are intended for short-term use only. 
They are commonly used as "bowel preps" for emptying the bowel prior to surgery, 
childbirth, or diagnostic procedures, and usually comprise an osmotic or stimulant 
l axat i v e administered by either oral or anal route. While purgatives formulated for 
patient use as enemas are often prescribed before examinations, th e y ar e purgatives 
are awkward to handle and are frequently not properly administered, so orally- 
administered preparations are generally preferred for emptying the bowel . However, 
the orally-administered compositions for rapid bowel cleansing in common use also 
have disadvantages which discourage patient compliance. Such disadvantages include 
an unpleasant taste, a reguirement to drink a lot of fluid with the orally-administered 
composition, bloating and nausea. 

2. DESCR I PT I ON OF RELATED ART 

[00041 The most commonly prescribed prior art oral bowel preps today for 
bowel examination compr i s e include sodium phosphate compositions in varying 
proportions of mono- and dibasic species, and polyethylene glycol (PEG) in combination 
with electrolytes. 
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[00051 Sodium phosphate is a saline osmotic laxative, sold, for example, as 
Fleet Phospho-Soda® (C.B. Fleet Co., Lynchburg, Virginia), which contains both 
monobasic and dibasic uncoated sodium phosphate powders.— It Sodium phosphate is 
also sold as Visicol™, which compr i s e s includes mono - monobasic and dibasic sodium 
phosphates in tablet form. This laxative, when formulated and used as a bowel 
cleanser, is associated with nausea, vomiting, and symptoms of electrolyte 
imbalance[[;11.-the The product also has an unpleasant taste. As a result, patient 
compliance is difficult to obtain, particularly when the bowel cleanser is supplemented 
with, for example, another saline agent such as a magnesium salt, or a bowel stimulant 
such as bisacodyl. 

[00061 While PEG is known for its successful use as a long-term osmotic 
laxative in combination with dietary fiber (as described in U.S. Patent 5,710,183, issued 
January 20, 1998 to Halow, and incorporated herein by reference), PEG purgatives 
such as Colyte® (Braintree Laboratories, Braintree, MA) have poor patient compliance. 
They have an unpleasant taste, and the amount and frequency of fluid the pat e nt 
patient is required to drink, typically 8 fluid ounces every ten minutes over several 
hours, frequently caus e causes severe bloating and attendant nausea. Further, 
although these prior art purgatives normally include electrolytes to counterbalance 
electrolyte loss during treatment, symptoms of electrolyte imbalance are, 
notwithstanding, often experienced by the patient. 

SUMMARY OF THE D I SCLOSURE 
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[00071 The i nvent i ons invention disclosed herein is a method for obtaining a 
clean colon suitable for visual examination during colonoscopy a ccord i ng l y prov i d e dry 
bow el c le ans i ng compos i tions for oral a dmin i strat i on compr i s i ng through the use of 
poly e thy le n e g l ycol disodium phosphate to initiate the flow of diarrhea ; d i basic sod i um 
phosphate and polyethylene glycol to maintain the flow of diarrhea ; and, opt i ona l ly, 
monob a sic sod i um phosphate; wh i ch . The two ingredients are provided to the patient in 
powdered form, then dissolved by the patient in water an aqu e ous carr ie r prior to use. 
For add e d pot e ncy i n c e rta i n c li n i c al appl i c a tions a bow e l stimu l ant such a s b i scodyl, or 
oth e r ag e nt known for i ts l ax a t i v e prop e rt ie s m a y b e t a k e n i n conjunct i on w i th th e 
admin i strat i on of th e s e compositions a s a ppropri a t e . 

r00081 The i nv e ntions furth e r prov i d e methods disclosed method provides for 
the short-term use of the disclosed composition compos i t i ons as cath a rt i cs a cathartic in 
e m e rg e ncy situat i ons or i n s e v e r e const i pation, or as bowel pr e parat i ons preparation 
prior to surgery, prior to bowel examinations, prior to childbirth, or prior to similar 
occas i ons situations necessitating a bowel without fecal matter contained therein . 

[00091 The compos i t i ons disclosed method for obtaining a clean colon 
without free of fecal matter contain e d th e r e in demonstrates d e monstrat e significantly 
improved patient compliance and very good efficacy. Patients who ingested the 
composition reported no bloating or nausea, nor any complaints about the taste. 

[00101 Because of the relatively low volume of liguid to be ingested and 
relatively fast action of the method disclosed herein, use of the disclosed method 
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provides a clean colon suitable for examination without inducing an osmotic imbalance 
in the colon. Therefore, it is not necessary to use additional electrolytes along with the 
PEG/sodium phosphate solution to prevent an osmotic imbalance in the colon. 

BRIEF DESCRIPTION OF THE DRAWINGS 

[001 11 FIGURES 1-6 are still photographs extracted from a video taken 
during a colonoscopy of six different patients , il lustrating that illustrate the clean-out of 
various sections of th e ir colons the colon using a bow el pr e p a ccord i ng to the i nv e ntion 
disclosed method . 

DETAILED DESCRIPTION OF THE INVENTION EMBODIMENTS 

Po l y e thy le n e g l yco l s us e ful i n the compos i t i on of th e i nv e nt i on bro a d l y compr i s e 
a ny food - gr a d e or pharm a c e utica l- grad e PEG. Curr e nt l y pr e f e rr e d for conv e n ie nc e of 
uso i n prepar i ng and using th e compos i tion of tho invention are po l ymers h a v i ng 
mo le cu l ar w ei ghts a bov e about 900 which are so l id at room t e mp e ratur e and so l ub le in 
or m i sc i b l o w i th wator. Po l ym e rs having average mo l ecu l ar weights b o two o n about 
3000 and 8000 ar e e x e mp l ary; PEG 4 000, wh i ch is n e arly odor le ss and tast ele ss and 
w i d e ly ava ila b le i n USP grad e , or PEG 3350, are v e ry su i tab le . A propr ie tary l axative, 
MiraLax® (Bra i ntr ee Laborator ie s, supra), i s a us e ful sourc e of PEG 3350 powdor 
road il y so l uble i n wator. Other suitab le PEG powdors are comm e rcia ll y ava i lab l e, as 
from the Spectrum Chomica l Mfg. Company, Gardona, CA. Non powdor o d PEG should 
bo comm i nut e d to a part i c le s i z e that i s r e ad il y so l u ble i n w a t e r b e for e uso. 
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[00121 Use of disodium phosphate powder in the disclosed method 
complements the effect of the PEG component in the dissolved composition. Disodium 
phosphate is used in amounts to provide the desired osmolaritv for initially stimulating 
diarrhea. The PEG component of the composition maintains the bowel hypermotilitv 
induced by the disodium phosphate for a longer period of time, thereby assuring a clean 
colon for examination. 

[00131 The sodium phosphate powder component, according to the i nv e ntion 
disclosed method, compr i s e s a includes any pharmaceutical-grade (USP) free flowing 
powder of anhydrous dibasic sodium phosphate (Na 2 ,HP0 4 ,, disodium phosphate), 
optionally in combination with monobasic sodium phosphate monohydrate 
(Na 2 HPCVH 2 0, monosodium phosphate). , or anhydrous, such as convent i ona ll y us e d 
in salin e l axat i v e s, for e xamp le , th e powd e rs d e scr i b e d i n th e F leo t Phospho - Soda© 
composit i on d i scuss e d supra. The disclosed disodium phosphate powder provides the 
compos i t i on of th e i nv e nt i on with a saline osmotic effect which comp le m e nts th e e ff e ct 
of th e PEG compon e nt and i s us e d i n amounts wh i ch prov i d e th e d o sir e d osmo l ar i ty for 
this purpos e , as known in tho art. to initially stimulate short-term hypermotilitv of the 
intestines and cause fecal matter to move through the bowels. The sodium phosphate 
powder should be readily soluble in an agueous drink medium to promote optimum 
palatabilitv and patient compliance. Reduced-solubility sodium phosphate powders, 
such as those powders coated with insoluble materials, are not recommended for use in 
the disclosed composition. 
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[00141 The polyethylene glycol component broadly comprises any food-grade 
or pharmaceutical-grade PEG. Conveniently used PEG polymers in the composition 
have molecular weights between about 3000 Daltons and 8000 Daltons. Odorless and 
tasteless PEG polymers that are widely available and suitable for use in the disclosed 
method include PEG 4000 and PEG 3350. For example, Braintree Laboratories's 
MiraLax® is a useful source of water soluable PEG 3350 powder, along with PEG 
powders from Spectrum Chemical Mfg. Company in Gardena, CA. If non-powdered 
PEG is used, it should be comminuted to a particle size that is water soluble before use. 

[00151 In another embodiment of the method of the invention, lower 
molecular weight PEG powders, such as PEG 400, are used in the composition in lieu 
of the higher molecular weight PEG powders discussed above. These lower weight 
polymers may be used if liguid at room temperature and in the same proportion by 
weight when the sodium phosphate powder is mixed in. If desired, the solution of liguid 
PEG and sodium phosphate powder may then be diluted to taste with an agueous 
liguid. 

[00161 To admin i ster, enable the step of administering the disodium 
phosphate and PEG powders to the patient in the preferred embodiment, the 
combination of the sodium phosphate powder and the PEG powders powder afe is 
simply dissolved by mixing them into any desired aqueous carrier, such as water of 
jutse or other clear liguid . The two powders are combined in amounts to first stimulate 
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hypermotility in the bowel then maintain this hypermotility. Following consumption of 
the mixture, the bowels will preferably be evacuated in 3-4 hours. 

[00171 PEG and phosphate powd e r ar e comb i n e d i n amounts wh i ch prov i d e 
a compos i tion that wi ll pr e fer a b l y e v a cuat e th e bow el i n th e cours e of a f e w (3 - 4) hours. 
Satisfactory bowel evacuations occur using different amounts of each type of powder in 
combination. It has been found that Compos i tions compositions ranging from at least 
about 50% to about 90% by weight of PEG powder, and from at least about 10% to 
about 50% by weight of sodium phosphate powder , based on the combined weight of 
the sodium phosphate powder and the PEG in th e compos i t i on, ar e prov i d e d powder 
combination provide satisfactory results . Typically, a dry pfep bowel examination 
preparation composition for use in the disclosed method accord i ng to th e inv e ntion will 
contain about 60 to about 80% by weight of PEG powder and about 20 to about 40% by 
weight of sodium phosphate powder [[;]]. th e term "phosphat e " hero i n rof o rs to oi th o r 
d i sod i um phosphate a l one, or d i sodium phosphat e i n comb i nation w i th monosod i um 
phosphat e . I n typ i cal e mbodim e nts, tho amount of PEG i n a compos i tion according to 
tho i nvention w ill bo about 70 to 80% by we i ght, and 20 to 30% by we i ght sod i um 
phosphat e , bas e d on tho tota l amount of PEG and phosphate; tho combined PEG and 
phosphat e shou l d mak e up no l ess than about 80% by w ei ght of a compos i t i on 
conta i n i ng addit i ves for opt i mum resu l ts. Compos i tions contain i ng about 75 to 80% by 
weight PEG and 20 to 25% by weight phosphat e aro part i cu l ar l y contemplated for most 
app li cat i ons. How e v e r, under some c i rcumstanc e s it may bo desirable to uso amounts 
of PEG at tho high ond of the range (e.g., from abovo about 80% to about 90% by 
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w e ight) with a concomit a nt decr e as e of phosphat e to be l ow about 20% by w ei ght to 
about 10% by w ei ght, for e x a mp le to obt ai n a mor e rap i d bow e l cl e anout. Conv e rs el y, 
und e r som e c i rcumstanc e s, amounts of phosphat e at th e h i gh e nd of th e r a ng e ( e .g., 
from a bov e about 40% to a bout 50% by w ei ght) with a d e cr ea s e i n PEG to b el ow about 
60% to about 50% by w e ight may b e d e s i rabl e . — G e n e ra ll y, at l ea st a major amount 
(gr e at e r than about 50% by w ei ght) of th e phosphat e pr e s e nt i s d i sodium phosphat e; if 
monosod i um phosphat e i s i nclud e d i n th e compos i t i on, it shou l d usu all y m a k e up le ss 
than on o ha l f, and pr e f e rably le ss than on e quart e r, of th o phosphat e content of th e 
composit i on 

[00181 In another typical implementation of the disclosed method, the amount 
of PEG powder will be about 70 to about 80% by weight, and about 20 to about 30% by 
weight sodium phosphate powder, based on the total weight of the combination of PEG 
powder and sodium phosphate powder. The combined PEG powder and the sodium 
phosphate powder should make up no less than about 80% by weight of a composition 
containing additives for optimum results. Use of combinations containing about 75 to 
about 80% by weight PEG powder and about 20 to about 25% by weight sodium 
phosphate powder in the disclosed method are preferred for most applications. 
However, under some circumstances it may be desirable to use amounts of PEG 
powder at the high end of the range (e.g., from above about 80% to about 90% by 
weight) with a concomitant decrease of sodium phosphate powder to below about 20% 
by weight to about 10% by weight, for example to obtain a more rapid bowel cleanout. 
Conversely, under some circumstances, amounts of sodium phosphate powder at the 
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high end of the range (e.g., from above about 40% to about 50% by weight) with a 
decrease in the amount of PEG powder to below about 60% to about 50% by weight 
may be desirable. Generally, at least a major amount (greater than about 50% by 
weight) of the sodium phosphate powder present is disodium phosphate If monosodium 
phosphate is included with the composition disodium phosphate, the monosodium 
phosphate should usually make up less than one-half, and preferably less than one- 
guarter, of the phosphate content of the composition combination of the monosodium 
phosphate and the disodium phosphate. 

[00191 To formulate a convenient single dosage drink for use in the disclosed 
method , a combination of dry pr e p compos i t i on conta i ning from powders is made which 
contains about 45 grams to about 130 § grams PEG powder and from about 5 grams to 
45 § grams sodium phosphate powder, typ i ca ll y preferably from about 45 grams to 
about 70 grams powdered PEG and 10 to 30 grams phosphate powde r, pr e f e rab l y . 
Acceptable results from use of the disclosed method were obtained from use of about 
55 grams to about 65 grams PEG and about 15 grams to about 25 grams sodium 
phosphate powder, is dissolved or suspended in an aqueous liquid of choice, such as 
water, tea, or juice. Th e phosphat e powd e rs shou l d bo read il y so l uble i n tho aquoous 
drink med i um to promote optimum payability and pat i ont compl i anco. — Roducod 
solubi li ty powders such as powd o rs coatod with insolubl e — mat e r i als aro not 
r e commended. — Su i table powdors for uso i n tho pract i c e of th e pres e nt i nvention 
comprise th e wat e r - so l ubl e fr ee- flow i ng untreated powd o rs d e scr i b e d and e x e mp li fi e d 
supra as mono and di sod i um phosphate powdors common l y usod in this art. In an 

12 

364934. 1/SPSA/1 5345/4006/091 508 



Appl. No. 10/756,269 

Amdt. dated September 15, 2008 

Reply to Office Action of April 14, 2008 



e xemp l ary drink formu l at i on, a singl e dos e dry pr e p compos i t i on conta i ning from a bout 
58 to 63 grams PEG and from about 15 to 20 grams phosph a te powd e r, for e xamp le , 60 
grams powd e r e d PEG a nd 18 gr a ms sod i um phosphat e powd e r, pr e f e rab l y disod i um 
phosph a t e powd e r, is dissolv e d i n about 1 to about 1 .5 quarts of wat e r or oth e r aqu e ous 
li quid, for oral ing e st i on. A l t e rnat i v el y, th e compos i tions can b e d i ssolv e d i n a smal le r 
portion of water, such as ei ght fluid ounc e s, and th o roma i nd o r of th e li quid tak e n i n 
conjunct i on w i th this so l ution. Th e amount of wat e r or oth e r aqu e ous m e d i um in wh i ch 
th e dry pr e p compos i t i on is d i sso l v e d or wh i ch is tak e n w i th th e dry pr e p compos i t i on i s 
not cr i t i cal ; howeve r, for opt i mum bow e l c lea ns i ng, at le ast about a p i nt shou l d b e us e d, 
and pr e f e rably at lo a st a quart, dep e nding upon th e patient's total liqu i d i ntak e dur i ng 
th e tr ea tm e nt. 

[00201 In an exemplary drink formulation, a single dose dry prep composition 
containing from about 58 grams to about 63 grams PEG powder and from about 15 
grams to about 20 grams sodium phosphate powder, for example, about 60 grams 
powdered PEG powder and about 18 grams sodium phosphate powder, preferably 
disodium phosphate powder, is dissolved in about 1 guart to about 1.5 guarts of water 
or other agueous liguid, for oral ingestion. Alternatively, the combination of PEG 
powder and sodium phosphate powder can be dissolved in a smaller portion of water, 
such as about eight fluid ounces. The remainder of the about 1 guart to about 1.5 
guarts of water is then taken in conjunction with this solution of the powders and the 
about eight fluid ounces of water. The amount of water or other agueous medium in 
which the combination of the PEG powder and the sodium phosphate powder is 
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dissolved or which is taken with the combination of the PEG powder and the sodium 
phosphate powder is not critical. However for optimum bowel cleansing, at least about 
a pint of water or other aqueous medium should be used, and preferably at least a quart 
of water or other aqueous medium, depending upon the patient's total liquid intake 
during the execution of the disclosed method. 

I n anoth e r e mbod i m e nt of th e i nv e nt i on, low e r mol e cu l ar w ei ght PEG po l ym e rs 
such as PEG 400 wh i ch are l i qu i d at room t e mp e ratur e may b e us e d i n in li e u of th e 
abov e powder e d PEG po l ym e rs i n th e sam e proport i on by w ei ght, a nd th e phosphat e 
powd e r d i sso l v e d ther ei n; i f d e s i r e d, th e so l ution m a y th e n b e d il ut e d to t a st e w i th a n 
aqu e ous liqu i d. A l so, a so l ut i on of th e phosphat e powd e r may b e comb i n e d w i th th e 
li quid PEG i nst e ad of th e powd e r, p e rs e . 

[00211 The single dosage drinks so pr e par e d including the PEG/sodium 
phosphate combination used in the disclosed method are taken from twice per day to 
four times per day on the day preceding the colonoscopy or other procedure, depending 
upon the degree of bowel clean-out required and the presence of any complicating 
bowel conditions such as const i pat i on . Typically, in an average patient, a method 
including the administration of two single dosage drinks twice per day for one day will 
provide the desired r e su l t level of bowel clean-out . I f, for e xamp le , th e pati e nt has failod 
a standard pr e p, a two day pr e p i s r e commend e d. Pr e f e rab l y, th e pat ie nt is rostrict e d to 
a c lo ar liqu i d d i ot whi l o on th o r e gim e n, i. e ., a d i et of li qu i ds conta i n i ng no sign i ficant 
so li d mat e r i a l . Suitab le c le ar li qu i ds i nc l ud e a p p l e juic e , t e a, p l a i n J ell o®, 7 - Up @ , Spr i t e®? 
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and ch i ck e n or b ee f broth. — If th e p a t ie nt r e c ei v e s a suff i c ie nt amount of l i qu i ds 
conta i ning sodium and potass i um ions to sat i sfy hung e r, no supp le m e nta l e l e ctro l yt e s 
n ee d b o us e d with th e PEG/ phosphat e compos i t i ons. 

[00221 If the patient has not obtained satisfactory results with a prior bowel 
clean-out method, it is recommended to use of the disclosed method for two days, along 
with a clear liquid diet with sufficient sodium and potassium ions. A suitable clear liquid 
diet contains no significant solid material. Suitable clear liquids for a clear liquid diet 
include apple juice, tea, plain Jello® 7-Up®, Sprite®, and chicken or beef broth. If the 
patient receives a sufficient amount of liquids that contain sodium and potassium ions to 
satisfy hunger, correct any osmotic imbalance, and prevent obscuring any pathological 
features present in the colon, no supplemental electrolytes need be used with the 
disclosed PEG/sodium phosphate combination. 

For add e d pot e ncy i n c e rtain c l in i ca l app li cat i ons, th e compos i t i ons may b e tak e n 
i n conjunct i on w i th a bow el stimulant such as b i sacody l , g e n e ra l ly ava il able ov e r th e 
count e r as Dulco l ax®, BiscoLax®, or oth e r propr ie tary product. For us e w i th th e pr e s e nt 
invent i on, bisacodyl shou l d not b e tak e n i n powd e r form to avoid n e utra l izat i on w i th 
stomach acids. Ent e rin coated 10 m ill igr a m tab le ts onc e or tw i ce a day are suitab l e. 

[00231 Tho compos i tions may i nclud e , or bo takon i n conjunct i on w i th, 
convent i ona l addit i v e s such as flavor i ng or co l or i ng ag e nts — Wh ile not pres e nt l y 
rocommendod, an horba l bowel st i mu l ant such as Cascara sagrada may a l so bo 
i nclud e d i n or tak e n i n conjunct i on with th e i nv e nt i v e composit i ons . To improve 
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palatability of the disclosed combination, flavoring or coloring agents may be added to 
the dissolved sodium phosphate and PEG powders. Kits containing single dosage 
drinks may include optional adjuvants, such as flavor packets, dietary powders, such as 
powdered bouillon, or herbal preparations. Additionally, stool-bulking agents, including 
psyllium or other fiber products commonly used as a stool-bulking agent A may be 
optiona l ly added to or taken with the compos i t i ons, both for i ts l axat i v e prop e rt i es and its 
potentia l ab ili ty to PEG/sodium phosphate combination. Added bulking agents may 
counteract any adverse effects of the other components of the PEG/sodium phosphate 
combination. K i ts conta i ning s i ng le dosag e un i ts w i th option al adjuvants such as f l avor 
pack e ts, d ie tary pow e rs such as powd e r e d boui ll on, or h e rba l pr e parat i ons ar e a l so 
provid e d. 

EXAMPLES 

METHODS AND MATERIALS: 

[00241 Patients were pr e par e d asked to prepare for a colonoscopy w i th a dry 
pr e p compos i t i on of by ingesting about 60 grams PEG powder and about 18 grams 
d i sodium of a sodium phosphate powder p e r dos e including all disodium phosphate . 
Each patent was given two single-dose packets of the described combination for self- 
administration on the day preceding the colonscopy, with instructions to dissolve each 
single dose packet in water and then drink the first dose at 10 a.m. and drink the second 
dose at 4 p.m. For each patient, a clear liquid diet was prescribed for that the day the 
powders in the single-dose packets were ingested . A flavor packet containing 
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powdered Crystal Light® Ice Tea was provided to each patient for use, as desired, with 
the pfep single-dose packet to encourage drinking. 

RESULTS: 

[00251 The results reported here herein are representative of those obtained 
in the experimental group. 

PATIENT #1: 

[00261 Th i s is The patient was a 61 year-old female with weight loss and 
decrease in appetite. She und e rw e nt consumed a clear liquid diet the day before with 
bow e l prep tak e n ingesting the single-dose packets at 10 a.m. and at 4 p.m. Good pr e p 
af*d Satisfactory clean-out of the colon was observed by an adequate view of the colon 
and was verified fey with multiple photographs taken during the colonoscopy. She The 
patient had no complaints of cramping or complaints of nausea. But the patient 
expressed a mild . M i ld dislike of the taste. 

[00271 View of transverse colon of Patient #1 appears at Figure 1 . 

PATIENT #2: 

[00281 This is The patient was an 86 year-old female with a history of anemia 
who underw e nt bow e l pr e p, tak i ng i t used the disclosed method by taking a single-dose 
packet twice the day before examination along with a clear liquid diet. There was 
adequate bowel clean-out and to present a good view of the entire colon.witb-Be No 
abnormalities were found in the colon. 
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[00291 View of transverse colon of Patient #2 appears at Figure 2. 
PATIENT #3: 

[00301 This i s The patient was a 62 year-old male with hemorrhoidal bl e ed 
bleeding and diarrhea before undergoing a colonoscopy. Bow o l pr o p The single-dose 
packets were taken at 10 a.m. and 4 p.m. the day before the colonoscopy and a clear 
liquid diet were was prescribed. -He The patient had no complaints of nausea, vomiting, 
or discomfort. The patient made no No complaints of taste abnormalities. H e w a s 
g i v e n A flavor packet was given to the patient to use as needed. 

[00311 View of sigmoid colon of Patient #3 appears at Figure 3. 

PATIENT #4: 

[00321 Th i s is The patient was[[,]] a 74 year-old male with a history of colon 
polyps for a surv e i ll anc e colonoscopy, und e rw e nt The patient used the disclosed 
method for bowel prep and bowel clean-out , along with one Dulcolax 10 milligram tablet 
at 10 a.m. and 4 p.m. the day before a surveillance colonoscopy, using tho dry prop 
d i sc l os e d m e thod at 10 a.m. and A p.m. with ono Dulco l ax 10 m il l i gram tabl e t. 
Adequate bowel clean-out showing revealed diverticulosis at in the sigmoid colon. Mild 
rectal irritation and inflammation with a good view of the entire colon was vor i fiod 
recorded by v i d e o photographs taken during the colonoscopy. Tolerance of the prep 
and disclosed method was reported and with a slight complaint about taste , but no 
efamav . No cramping sensation was reported . The patient did not experience and 
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reported No no nausea and vomiting from using the bowel-clean out methods. , that h e 
h a s h a d w i th oth e r pr e ps . 

[00331 View of descending colon of Patient #4 appears at Figure 4. 

PATIENT #5: 

[00341 This i s The patient was a 50 year-old female who underwent a 
surveillance colonoscopy because of with a first degree relative with colon cancer who 
und e rw e nt surv eilla nc e co l onoscopy . The patient ingested the single-dose packets 
Took th e bow el prep at 10 a.m. and 4 p.m. the day before the surveillance colonoscopy 
I som e . Some stool was found in the sigmoid colon. There was no liguid^able . It was 
possible to suction out the colon completely and got to obtain a good visualization of the 
entire colon verified by v i d e o photographs taken during be the colonoscopy w i th th e 
pati e nt having no . No complaints of product tolerance were made by the patient . No 
nausea af^ a no vomiting^ with no diarrhea, and no cr a mpy cramping sensation were 
reported by the patient . 

[00351 View of transverse colon of Patient #5 appears at Figure 5. 

PATIENT #6: 

[00361 This i s The patient was a 50-year old female who pr e s e nt e d with 
continuing diarrhea^ for A colonoscopy was used to look for a possible cause of the 
diarrhea . The bow el pr e p was single-dose packets were taken at 10 a.m. and 4 p.m. oft 
the day before the e xam, colonoscopy, along with a clear liquid diet. The bowel clean- 
out prep was good , with and provided an adequate view of colon. 

19 
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[00371 View of transverse colon of Patient #6 appears at Figure 6. 

[00381 While the foregoing invention has been disclosed according to its 
various embodiments, the disclosed invention shall be described according to the scope 
and meaning of the appended claims. 
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